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PPEGE2122, PP#9H5196 Tolerance request for glyphosate in or on sugarcane
at 2.0 ppm and food additive tolerance request for glyphosate in or on

molasses at zoég:fff:jfg raw sugar at 2.0 ppm. Acc.f£097402, EPA Reg.#524-
L#6E1A A

SUBJECT:

Hon-B000, CASH

FROM:  William Dykstra, Ph.D | w,[,)o r7/17['77

Toxicology Branch (7S-769)

4% T0: Robert Taylor & RCB, TS-769
Product Manager#2b .

Petitioner: Monsanto Agricultural Products. Inc.
800 N. Lindbergh Boulevard

« | St. Louis, Mo. 63166
Recommendations:’
. 1. The registration can be toxicologically supported.

2. The recommendations of the "Free Standing" summary of PP#8E2122
and PP#9H5196 are coftained herein.*

} _ Proposed Tolerances

_ A request is made to establish a pesticide tolerance of 2 parts per

. million for the combined residues of N-phosphonomethylglycine (glyphosate)
) and its metabolite aminomethylphosphonic acid in or on the commodity
‘sugarcane resulting from the preharvest application of the sodium sesqui
salt of glyphosate as a growth regulatog. _ .

DT Yy
.

Sugarcane . & 2.0 ppm

Tolerances have been established to adequately cover residues that would
result in the liver and kidney of cattle, goats, hogs, horses, poultry
and sheep from the proposed uses as delineated in 180.6 (a) (2) and there
is no reasonable expectation of finite residues resulting in other meat

. products, eggs or milk as delinated in 180.6 (a) (2). :

Residues actually seen in sugarcan® at 7 locations were all less than thé
proposed 2.0 ppm proposed tolerance where MON 8000 (sodium salt of glypho-

- sate) was applied at the maximum projected use rate of 1.0 1b/A. a.e. ‘
gl.ﬁ 1b product/A) and sampled at the minimum 10 day treatment to harvest
nterval.

: Ve : ) .
—_—, A FOOD ADDITOVR TOLERAMCE is also requested for the combined residues of
N-phosphonomethylglycine (glyphosate) and its metabolites, aminomethyl-
phosphonic acid when present therein as a result of the application of the

" sodium sesqui salt of glyphosate as a plant growth regulator as follows:
Molasses ~====- - - ---- 20.0 ppm
- " Raw Sugar -----e-scececccaca. - . 2.0 ppm

EPA FORM 1220-8 IREV. 3-76)
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Molasses requires a food additive tolerance since glyphosate can concentrate
in this processed mill fraction when MON 8000 is applied pre-harvest to
sugarcane as a cane ripening agent. The actual residu~s detlected in
molasses were less than-the proposed 20.0 ppm tolerance.

A FOOD ADDITIVE TOLERANCE is reocuested for raw sugar both because it is
at the same level as sugarcanc and also to Cover any residues found in
this commodity when it is imported. .

A. Substance Identification

1. Chemical Name: Sodium N- (phosphonomethyl) gkycine
2. Synonyms: MON-8000, Roundup, glyphosate '
3. Purity of technical material: S8% pure

4., Structure: Ps) ?

: / 2L—¢re‘
It qt [epaci—tv—Cta— & ]
Wast HY [So-C-ct /=7 Yo Sy,

B. Referenced Petitions: 461444, 5G1561, 5G1523, 5F1536, SF1560, €G1734,

'3 661679, 6E1809, 6G1826, 6G1862, 6G1757, 6F1861, 6F1758, 6H5144, 6F1733,
c 761893, 7G1903, 7F1904, BF2080, 8F2070
, £ .
- z C. Formulation "
Q .‘_'_ »
2 MON-8000 »
L Ingredient Percent Height
2z . .
g@ Sodium N-(phosphonomethylglycine) 75.0
g'g , ——— T
o T .
2R ’
E
u
B, 2
. Inerts cleared under 180.1001(c) and (e).
; D. Ls es Prqpﬁsed:' .
3 Apply in 30 to 90 liters of water per Hectare. Equipment should be
§: thoroughly flushed with water after each use to avoid possible corrosion.
* Apply to 0.5 to 1 Kilogram of this product per hectare at least 3 weeks

before harvest. Harvesting shoudl be concluded 8 weeks after application.
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Review
1. Previously submitted Toxicology Studies

. a. Memo of 4/17/78 from W. Dykstra to L. Welch.

b. Memo of 8/22/78 from R. Engler to R. Taylor. TOX Branch
recently reviewed the validated studies in support of the
pesticide glyphosate.

pata Considered:

Oral LD50 rabbit: 3.8 gm/kg (valid) .
80-day Rat Feeding: NOEL = 2000 ppm (valid)
90-day Dog Feeding: NOEL = 2000 ppm (valid .
Teratology (2 studies) rabbit: NOEL = 30 mg/kg/day (highest dose)
(repeat studies with higher do
2-year Dog Feeding: NOEL = 300 ppm (valid)
3-generation Rat Reproduction: NOEL = 100 ppm (valid)
18-month Mouse Feeding: No carcinogenic potential at 300 ppm (highes
dose). Study must be repeated since too man
o animals are missing.
2-year Rat Feeding: NOEL = 100 ppm (valid). Study is adequate to
. determine toxic effects but only marginal with
respect to oncogenic evaluation since too few
. animals examined. As reported study shows no .
oncogenic potential. '
Neurotoxicity {hen): negative 7.5 gm/kg (cumulative for 3 days) (val

Mutagenicity Tests:

(i) dominant lethal (mice): negative at 10 mg/kg (highést dose),
supplemental study, no records -of posit

' controls.
(ii) host-mediate assay: negative (valid)
(iii) Ames test: negative (supplemental study) no raw data availabl
(iv) Rec-Assay: negative (supplemental study), no raw data availabl
No new toxicity data were submitted with this petition.
Evaluation of ADI.
The ADI is based on the NOEL of 100 ppm (5 mglkg;day) in a 2-year rat

feeding study. This is the most sensitive species for which chronic
data are available. A 100 fold safety factor was used to calculate t

ADI.
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ADI = NOEL X 1
{00

ADI = 5 mg/kg/day X 1 = 0.05 mg/kg/day
T00 | _

"The MPI for a 60 kg person is 3 mg/day
5. Tolerances have been established under 40 CFR 180.364.

‘6. The published tolerances utilize 6.93% of the ADI. An unpublished

tox approved tolerance utilizes the ADI to 7.05%. The current action
utilizes the ADI to 10.78%. Therefore the current action utlizes
3.73% of the ADI (computer printout attached). Other pending
tolerances utilize the ADI to 14.38%.

7. Ko regualtory actions are pendin§ against the pesticide and no RPAR

criteria have been exceeded. -

Conclusions and Recommendations

The requested tolerance for glyphosate ahd the registration can be toxico-
logically supported. One of the main deficiencies in the glyphosate data
base is the lack of an adequate teratology study. C

It is however concluded that the studies at hand together with the
reproduction study. show that glyphosate has low potential for showing any
teratologic effects. The oncogeiric potanital of glyphosate is not fully
elucidated. The lifetime mouse and rat studies, however, provide adeguate
assurance that glyphosate has a relatively low oncogenic potential. A
further assurance of low risk associated with glyphosate is found in the
fact that on a theoretical basis the exposure via the diet-is relatively
low at present. The current action utlizes 3.73% of the ADI and 2 toal
total of 10.78% of the ADI 1is utilized by all present tolerances on °

glyphosate.

. This chemical is to be for import crops only and not for application to

sugar cane in the Continental U.S.A.
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CFICT607 368 7 Glyphosate “Rounaup  ~~1/16/79

o
L]

s — — - s E—— et o e = s —
. file last updated 7/16/79 . __ ‘
R ACCBPTABI_:@‘__D_I_\}‘g}'__l_tﬂ_‘gliﬁ DATA . _ )
: RAT,_U]_._(_‘]er NOEL S.F. __ AD1 nei
. mg/kg - ppm mg/ky/day wg/day/60kg
- 5,000 10v.00 100 0.0500 .. _ .3.0000_ e
: Published Tolerances _ _ __ . _ . L ) .
" ~ CROP Tolerance Food Factor _mg/day/l.akg __ _
T orain Crops( o4) 0,100 13,79 0.02069
“« " Avocudos( 6) o.200_ ___  _0.C3__ _ 0.00u0y .
- ] Citrus ftruits( 33) 10,200 - 3.81 0.01144
» q2§fqeﬁﬂgﬁx*"m“1_gupw_1 0.75__ -, .0.01119
- Cottonsecd( 41) €.0007 57 0.15 0.01350
Grapes, inc raisins( 60o) 0,100 0.49___ .__.0.,uDU74._ .
.- Leafy Vegetables( &0) 0.20V 2.75 0.00328
- HHolasses(_96)__ __2,U00__ __ 0.03 __ ___0.00092 __ .
- . wutf(lul) 0.200 0.10 0.00031
. " Pome Fruits(126) _ 0.200 _ 2.79 . .U.060837
Koot Crop veg(138) 0.zl 11.00 . 0.03299
- bc»d&POC!..YS'..‘J.(}.‘:_31,__..-.0.:.209.__._..___.3.,.6 6. . O0lUs8_ _
n Soybeanc(148) 6.000 0.92 0.08263
.. : Palm 0il(2v2) _ 0,100 0,03 __ ____0.00005
- Kidney{203) 0,10V V.93 .0.00005
pistachio nuts(210) _ 0. 200 _0.03_ . _ _ 0.0000d
. piver(211) - 0.100 0.u3 0.00005 .
. Sugar,caneipect(154) 0.100 3.64 ___ ... L.00B4O__.. ... .. — .
1Pl ~ auRc = % ADI_
» 3.0000 mq/uay/ﬁOxg 0.2076 mq/oay/l 5kg 6.93
= t**********t***tt****i*******ttt:*;&***:&*tt*tt******tttt****t*t* :
» ~ 3 . -
- Unpublished,Tox Approved 9G2150 . _ . ___ ._ e
o ) CROP ___Tolerance Food Factor, _mg/day/1.5kg
o Stone Fruits(i51)  U.z00 1.25 0.00374
- IV TFIRC % ADI T
- 3.0000 mg/ocay/60kg 0.2115 mg/cay/1.5kg____ _.3.05_  _ e
. t*titttttttt*t********t***t*t**t*t***t****t*t*t****t********t***
- Current Action 8E2122,9H5196
‘e CROP Tolerance Food Factor mg/day/i.skg
u Sugar,ca ne&beet(_ﬁAl____J‘Boo 3.64 ._ 0.10369 -
- HHolasses( 96) l6.000 0.03 0. 00828
™ NPT - THRC - v T
- 3.0000_mg/day/60kg___. O, 3235 wmg/aay/l.5kg ... ..10.78 .
P tttit*t*t*t**tttt*tttt**tttt*ttt*tt**tti*tttt***tt*t*tttt***t*tt
(] » ——
- Other Pending Tolerances 8F207p/862051.bGlG79/6H5106.862060,862032
- i CROP : ‘[olerance Food rFactor ing/day/l.Skg

« Asparagus( 5) 0.200 0.14 0.00043
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" pish,snclltish( 59) 0,150 1,08 ~0.00244
. Cucurbits( J)___0.050_____ 2.84___.0 2.00213___ __ __ .

L4

Fruiting vVegetavles( u0) 0.050 2.99 0.00225
__Ssmall Fruit,berries(l4c)  0.050_ . 0.83_

0..00062
Potable water (198) 0.050 133.33 0.10000

potatoes(127) 0,000 S.43 0.00000_~- . ..

112 S __THMRC . . _.._.% ADY

[ 4

370000 mg/day/odkg  0.4314 mg/day/l.5kg 14,38

tit*******t*t*******tt**t*ti*ttt**i*t***t*tt*ii**t*t***t*ttt*t**
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